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Section 1: Welcome to (Your Company Name)
The Company is a developer and producer of medical devices that include (your product description). 6@ ¢
N

The Company has always applied high quality standards as guidelines for its processes and operations but ha‘
revised its systems to fully comply with 1SO 13485. $

The Company is dedicated to

Section 2: Company Vision and Governing PO|I%
£)
D

q
(Y
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Section 3: Scope, Exclusions and Definitions

*

3.1 Scope é@
The Company's quality management system applies to all functional areas of the Company's business operatiom\\}
The Company's scope of business is defined as follows: 6

O
6&
3.2 Exclusions @

The Company cites no exclusions to the 1SO 13485 standard. A
o e con #

3.3 Definitions & Conventions \
Unless otherwise noted, the Company applies the definitions of key te ’é&ding to 1SO 13485 and QMS-16
Definitions and Abbreviations. Subordinate or external documentation i nced in Bold Italics.

System

Section 4: Quality Management

A\
4.1 General Requirements ?‘
4.1.1 The Company' i

v

The Company has adopted a process-oriepteds, method of management that includes
i, and emphasizes the importanc&

Copyright © JnF Specialties, LLC. All rights reserved worldwide. www.quality-control-plan.com/about-us/copyright/
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Figure 1: Overall Process Sequence & Interaction
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management system rocedures according to _

Changes to processes and

The controls for

outsourced activities are
according to the QMS-08 Purchasing Procedure, which includes
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&

4.2 Documentation Requirements

The quality system documentation is comprised of a hierarchy of documents that flow from this Quali

©

4.2. \%eneral

@ tation for the Company's quality management system includes:
Q2
O

¢)

d)

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released".
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The order of irecedence of order-specific documentation is

1.

[08)

4.2.2 Quality Manual

controlled according to the QMS-02 Configuration Management Procedure. Additi procedures and work
instructions are Wher rdinate documents are
referenced, they are shown in bold italics. @

a)

b)
c)

4.2.3 Medical Device File

For each medical device type or medical device fami
that contain or reference

establishes and maintains one or more files

\
The content of the files include: 6

424 Contr'o)% Documents

The controls documents are defined in QMS-01 Control of Documented Information Procedure. Previous
versions a)fqllegacy documents are

are controlled to:

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released".
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h) —
I - (0 he QMS-02
t Procedure. R

Obsolete documents are retained and maintained according to the QMS-01 Control of Documented Inforng@

Procedure. \\

4.2.5 Control of Records

Records are controlled to provide evidence of conformity to requirements and
The Company protects confidential
. Records subject to control are defined in the QMS-01 Control of Do& ted Information

N
<
Section 5: Management Responsibility &63

Changes to documents are
Configuration Managemen

Procedure.

5.1 Management Commitment

The Company is committed to
- according to the QMS-04 Management Process Procedure ang :

5.2 Customer Focus(’)\(o'

The Company demonstrates ldadership and commitment with respect to Customer focus b

| Mahagément pays particular attention

Management Process\P¥ocedure. Applicable regulatory/statutory requirements are
according to the QMS-07 Proposal Development and Contract Review
Procedure. @

5.3 ality Policy

according to the QMS-04

The any's Quality Policy is defined in Section 2.0, which is according to the

0 ’Q@éement Process Procedure. The Quality Policy is
rding the QMS-01 Control of Documented Information Procedure. The Quality Policy may

C) The Company's quality policy:
a)
b)

<)

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released".
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d)
e)

5.4 Planning ‘\b‘@’

5.4.1 Quality Objectives Q

5.4.2 Quality Management System Planning

of products and services are used to

according to the QMS-04 Management Process Proce ure

Planning for the quality management system includes
QMS-04 Management Process Procedure is used to addreds]

policies and procedures

The QMS documentation

*
The quality system has been planned in advance and its_documented

Subsequent major changes that may affee

Changes to the quality management sys re performed according to the QMS-02 Configuration Management
Procedure, which considers

The quality

agagement system is

55 Respons'bgﬁg, Authority and Communication

5.5.1 Resp ility and Authority

“j[’glb

The organiz@na chart in Figure 2 defines the basic management structure of the Company. In all cases,
the appropriate’ person has

whicharefurther defined in the Q)

MS-05 Responsibilities and Authorities Procedure. All Employees are

The Quality Manager oversees this effort and

Left blank intentionally
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Figure 2: Responsibilities and Authorities

| N

|
|
«f

|

=

/

5.5.2 Management-Representative
The Quality Manageh of the Company has been assigned

The Quality Manager is responsible for

Bh¢ Quality Manager reports

The Quality Manager has the responsibility and authority to

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released".
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5.5.3 Internal Communication
To ensure proper communi

cation between and throughout all levels of Employees within the Company,
o commnicaton - IR - © 1 .,

MS-04 Management Process Procedure. Management holds

Employees are encouraged

QMS-14 Control of Nonconformities Procedure. $
5.6 Management Review 6
5.6.1 General

Management Review meetings are conducted according to the QMS-04 Mana
which defines

t Process Procedure,

*

5.6.2 Review Input N
See the QMS-04 Management Process Procedure for detai&@garding review inputs.

5.6.3 Review Output .
See the QMS-04 Management Process Procedu%@etails regarding review outputs.

Section 6: Resource M)a}égement
6.1 Provision of Resou*t\%és

Resource management is

Iw@an Resources
&eneral

oyees are selected, trained and evaluated to
O ersonnel undergo training to provide
C) ﬁ according to the QMS-06 Training Program.

Copyright © JnF Specialties, LLC. All rights reserved worldwide. www.quality-control-plan.com/about-us/copyright/
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6.2.2 Competence, Training and Awareness

All Company personnel are hired on the basis

according to the QMS-06 Training Program.

The Company's training program: $

The training program is defined in the QMS-06 Training Procedu@
[V
\e needed to

requirements are regularly reviewed during Managemerit Review and include a review of:

6.3 Infrastructure
The Company has determined and provided the infrast

Infrastructure

The Company utilizes maintenaﬁs{@‘utines that
R st of maintenance activities are retained and maintained according to

ted Information Procedure. Monitoring and measurement equipment is
S-15 Calibration Procedure. The Facilities Manager

the QMS-01 Control of Do
controlled according to

For mor
Process Procedmgc

6.4 \4( Environment and Contamination Control

has determined and provided
The work environment is

For more on management's controls over the work environment see QMS-04 Management

rocess Procedure.

management's controls over the infrastructure, see the QMS-04 Management

X
6.4.1 Work Environment

The Comiani documents requirements for the work environment needed to _

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released".
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The Company documents the requirements to

The Company: GQ} ‘
a)

b)

6.4.2 Contamination Control

revent contamination

For sterile medical devices, the Company documents:

a)
b)

6.5 Corrective Maintenance . 6)0

The Company utilizes corrective maintenance and skilled 1 personnel

Preventive maintenance activiti€s are

It is acceptable to

Correcting the probig

The cost for ﬁreventive maintenance is

Section 7: Produeﬁﬂeallzatlon
7.1 Plannlng of P @?ct Reallzatlon

The creation,
ensures

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released".
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7.2 Customer-Related Processes

7.2.1 Determination of Requirements Related to Product

The Company determines

This occurs
as defined in the QMS-07 Proposal Dev

includes:

ent & Contract Review Procedure, which

Records of the results of the reVie\»’\%n actions arising from the review are retained and maintained
according to the QMS-01 Control ocumented Information Procedure. Where the Customer provides

, which includes:

Communication methods may include

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released".
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7.3 Design and Development

7.3.1 General GQ}

The Design and Development process ensures design activities are conducted in a controlled manner th
is defined in QMS-17 Design and Development, which includes provisions forq

7.4 Purchasing

Purchasing is treated as

The Company does not
The purchasing proces% y defined in the QMS-08 Purchasing Procedure.

7.4.1 Purchasing Process &

09 Receiving Procedure.

according to the

luation and selection of Suppliers is:

The criteria applied for
a)
b)
c)
d)

The C

y monitors Supplier performance and applies
ding to the QMS-09 Receiving Procedure taking into account

ords of the results
according to the QMS-01 Control of

( Op Documented Information Procedure.

7.4.2 Purchasing Information

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released".
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Purchasing information describes or references the product to be purchased, including as appropriate:
a)
b)

c)
d)

The Comiani confirms the adequacy of

Purchasing information includes, as applicable,

The Company retains and maintains purchasing documents and records accordm@tbe QMS-01 Control

of Documented Information Procedure.

7.4.3 Verification of Purchased Product \

Incoming materials are

which is based upon
as defined inQ S-09 Receiving Procedure.

When chanies to the iurchased iroduct are discovered,ﬁ ompany _

When external provider test reports are
implements

, the Compan
When a Customer or External Pa

the Company i ement
according to the QMS-09 Receiving Plco@

7.5 Production and Sgbb ce Provision
@)

7.5.1 Control of Pro tion and Service Provision

Production and service
Production Proced
includes:

a)
b)

according to the

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released".
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Procedure
d)

7.5.1.1 Production Documentation \©

Production operations are performed according to

Work instrudfion, drawings and other documents define
Jn addition, the Company ma

. These activities are fully defined in the QMS-10
Production Procedure and the QMS-17 De%r‘l‘ nd Development Procedure.

7.5.1.2 Control of Pro&bn Process Changes
Only the Configuration Control Board*(CCB) is authorized

. The results of changey to production processes are

These activities are fully.defined in the QMS-10 Production Procedure and the QMS-17 Design and
Development Procefufe.

7.51.3 &ntrol of Production Equipment & Tools
Producti n@ipment and tools according to the QMS-10 Production
Proce “The QMS-12 Internal Auditing Procedure

@:&1.4 Control of Work Transferred on a Temporary Basis Outside the
rganization's Facilities

C) When the Company provides supplies for outside processing, such as _ work is

performed under the following controls:

PROPRIETARY INFORMATION This document expires | day after printing unless marked "Released". Form Rev: Ori
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7.5.1.5 Control of Service Operations

The Company services supplies returned to it for_

7.5.2 Cleanliness of Product

The Company produces documented information for cleanliness of product
according to the QMS-10 Production Procedure, when: @

*
If product is cleaned accordini to ai or b) abov% equirements for the work environment - do
not \/

7.5.3 Installation Activities C)\

The Company produces documente "f@bation
ﬂaocording to the Q

Proposal Development and Contract Review Procedure.
If the agreed Customer requir ts allow

the Company provides

ice installation

Records of medical

according to the QMS-01 Control of Documented Information

Procedure.

Si@cing Activities

1cing of a medical device is required, the Compan

according to the QMS-07 Proposal Development and Contract

The Company analyses records of servicing activities produced by itself and its Suppliers:

a)
b)

Records of servicing activities are retained and maintained according to the QMS-01 Control of
Documented Information Procedure.

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released".
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7.5.5 Particular Requirements for Sterile Medical Devices
The Company retains and maintains records of sterilization process parameters
. accordmi to the QMS-01 Control of Documented Information Procedure, which are
O
7.5.6 Validation of Processes for Production and Service Provision 6

The Comiani validates ani irocesses for iroductlon and service irov151on where the resultﬁ&outiut

he Company produces documented information for validation of processes
accordmg to the QMS-10 Production Proced

a)
b)
c)
d)
e)
f)
g)

The Company produces documented information
according, to the QMS-10 Productlon Procedure. Software

lications are

Records of the results
according to the Q

Control of Documented Procedure.

7.5.7 Particular Requij ents for Validation of Processes for Sterilization

and Sterile Barrie
The Company producet Gacimented information [
chording to the QMS-10 Production Procedure.

Processes for stertization and sterile barrier systems are _

Records &f the results
according to the QMS-01 Control of Documented Procedure.

Identification

g Company produces documented information
according to the QMS-10 Production Procedure.

The Company identifies

Identification of product status 1
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If required by applicable regulatory requirements, the Company _
I :cordn 1o the QMS-10° Progucton

Procedure.

The Company produces documented information 6
N :ccorit: o QMY Control Of s

Procedure.

All products are identified which is fully defined in th SVIS 10
Production Procedure. Other identification and traceability requirements are

S
7.5.9 Traceability %)
7.5.9.1 General

The Company produces documented information

ing to the QMS-10 Production
according to the QMS-01 Control of

Procedure. Records of traceability are
Documented Information Procedure.

7.5.9.2 Particular Requirements f

include

Implantable Medical Devices

Records are retained and maintained

according to the QMS-01 Co f Documented Information Procedure.
Cust<ﬁ9§ Property
1dertifies,

under the Company's control. Customer property is
If the property is designated

7.5.10

The Compan

according to the QMS-14 Control of Nonoconformities
eedure. Records produced for the control of Customer property are retained and maintained according
QQ the QMS-01 Control of Documented Information Procedure.
C) 7.5.11 Preservation of Product

The Responsible Authority specifies, where required

The instructions are
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defined in the QMS-10 Production
Procedure. Preservation applies to all elements of the deliverable medical device.

The Company protects product

Special conditions required for preservation of product are controlled and recorded g to the
QMS-01 Control of Documented Information Procedure.

Qz
7.6  Control of Monitoring and Measuring Equipment £ S

The Company determines the monitoring and measurement

The Company produces documented information

according to the QMS-10 Production Procedure. .
All measuring and test equipment instruments and device
The controls

are maintained as defined in the QMS-
15 Calibration Procedure. \/

To ensure valid measurement results, measurin}equipment:

a)

b)

c)
d)

¢)

In addition, the Compan

When caop r software

roach and activities associated with software
including

Records of the results
according to the QMS-01 Control of Documented Information Procedure.
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Section 8: Measurement, Analysis and Improvement

8.1 General

Aiiroiriate methods of measurini, monitorini, analyzing and improvement are qp
a) \\6
b) Q)
c)

Where statistical techniques are used, these are

The Responsible Authority

which may include:
y &Q

8.2 Moni Qq and Measurement
8.2.1 Feédback

As on measurements of the effectiveness of the quality management system, the Com any-
according
to Q S-04 Management Process Procedure.

Company's feedback process includes

according to the QMS-01 Control of Documented

Information Procedure.
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8.2.2 Complaint Handling

The Company produces documented information _ according to -
h the QMS-14 Control of Nonconformities Procedure. éoQ} .
\>

Documented information includes requirements and responsibilities for: $

a)
b)
c)
d)
¢)
f)

Justification is documented in the Request for Support form
includes

, which

If an investigation determines

Complaint handling records are retained and maintained ac@ng to the QMS-01 Control of

Documented Information Procedure. :&\

N

8.2.3 Reporting to Regulatory Authoritie

requirements require

according to the QMS-14 Control of
Nonconformities Procedure.

Records of reporting to regulatory auth @&‘ are retained and maintained according to the QMS-01
Control of Documented Information {@dure

8.2.4 Internal Audit {O'

Internal quality audits are co
policies and procedure

ed to ensure ongoing compliance with requirements of the Company's

Audit requirements include

The audit criteria, scope, frequency and

according to the QMS-01

Control of Documented Information Procedure. The manaiement resionsible for the area beini audited
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8.2.5 Monitoring and Measurement of Processes \é,@

8.2.6 Monitoring and Measurement of Product <

monitors and measures
which is performed

The Compan

Evidence of conformity to the acceptance criteria is retained and mai
Control of Documented Information Procedure, which

inéd according to the QMS-01

roduct release and service delivery
does not

For imrlantable medical devices, the Company

8.3 Control of Nonconforming di’uct
8.3.1 General v

All supplies found to be nonconformifig

according

the QMS-14 Control of Nonconforwities Procedure, which includes

/
8.3.2 Actions in I@%onse to Nonconforming Product Detected Before
Delivery

Nonconformin

Records of the acceptance
according to the QMS-01 Control of

Copyright © JnF Specialties, LLC. All rights reserved worldwide. www.quality-control-plan.com/about-us/copyright/
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When nonconformin

according to the QMS-01 Control of Documented

*

Information Procedure.

&

\>
8.3.3 Actions in Response to Nonconforming Product Detected After 6$
Delivery N

The Company has produced documented information for

of Documented Information Procedure. \

8.3.4 Rework x9

The Company performs rework according

After the completion of rework,

according to the QMS-01 Control of Documented I@ma ion Procedure.

The data is used to

8.4 Analysis of Data

The Company determines,

Yanalysis of data, see QMS-04 Management Process Procedure.
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8.5 Improvement

8.5.1 General <
The Company identifies and implements 6

to continually improve

8.5.2 Corrective Action 6

The Company has implemented and maintains

Nonconformity reports

Actions are

The corrective action process is"defined in the QMS-13 Corrective
Action Procedure, which defines requirements for: \5

a)
b)

c)
d)

e)

Records of the results of any investigati d applied actions are retained and maintained according to
the QMS-01 Control of Documentec\ ation Procedure.
8.5.3 Preventive Actior()\ré

In addition to the preventi

Records of the results of any investigation and applied actions are retained and maintained according to
the QMS-01 Control of Documented Information Procedure.
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Appendix B: Company Processes and Applicable Documents
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Appendix C: Outsourced Processes

The following processes are outsourced and controlled as indicated: S\é

S

?\\

*
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Appendix D: Quality Objectives

V)‘
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Appendix E: Identification of Key Realization Processes

U
OQQ\
@
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1.0 PURPOSE OF DOCUMENT AND RECORD CONTROL

This procedure defines the requirements for the control of documents and records within the @y
[

management system (QMS). The scope of this procedure is to control documents specifically defi in
section 3.0. The Document Control Center ensures that documents are controlled so that informatjo them
is accessible, legible and suitably maintained and obsolete documents are stamped "Superseded..
The following documents are not subject to this procedure: \

A@G
\

%)
)

2.0 THEORY ‘Q’\&

Documents must be controlled so that only reviewed and appt{ information is released and used b
employees. This ensures that no mistakes are made due to t sage of obsolete information. A record is

so that the information on them is

3.0 DOCUMENT TYPES A%

3.2.

3.3.
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3.6. Records that are created for temporary retention of miscellaneous information are

The Qualiti Handbook has been established by top management of the Company, g \includes .

4.0 QUALITY HANDBOOK
4.1.  Establishing the Quality Handbook

S

4.2. Review and Approval

The Qualiti Handbook is reviewed and aiiroved bi toi manaiement before reIeﬁ?.xArproval is indicated by

4.3. Distribution

The Quality Handbook is distributed electronically through the Compan &hternet server.
The Document Control Center

Each employee must

4.4. Change Control ’\QJ
Any employee may request a change t

5.0 QUALITY AGEMENT SYSTEM PROCEDURES

5.1. Creating N S Procedures
Id be created as soft files (MS Word, etc.). It is recommended

iew and Approval
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5.3. Distribution

QMS procedures are distributed electronicall
The Document Control Center may

through the Company's internet server and/or via the intranet.

ach employee must

5.4. Change Control
Changes to QMS procedures are

6.0 GENERAL WORK INSTRUCTIONS \QJ

6.1.  Creating New Work Instructions
Where necessary, work affecting quality is described by clear and cdipl€te documented work instructions that
define

Work instructions should include, s applicable:

NOTE REGARDING JOB SPECIFIC WORK INSTRUCHONS:
i i iven job, which are

6.2. Review and Approval ¢ @v\
Work instructions must be reviewe

6.3. Distribution ,0<<
General work instruct@s are distributed electronically through the Company's internet server and/or via the
niranet. The Doegimant Control Center oy [

ach employee must

6.4. Change Control
Changes to general work instructions are
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7.0 INSPECTION INSTRUCTIONS

7.1.  Creating New Inspection Instructions .
New inspection instructions are developed by or under the supervision of the Responsible Authorit i

NOTE REGARDING JOB SPECIFIC INSPECTION INSTRUCTIONS:
Engineering ma

7.2.  Review and Approval QJ
Approval is indicated b

x9
7.3. Distribution \Q

Inspection instructions are distributed electronicall 3 pany's internet server and/or intranet.
The Document Control Center may

Each employee must

N %
3

(Qw's ection instructions by completing a Request for Change form and

8.0 FORMS .
I;éms

8.1.  Creating N@
Forms undergo amlined creation and control process. Any department manager or area supervisor

@ Review and Approval

Forms may be reviewed and a
form. Forms do not

roved by the manager of the department or area affected by the
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8.3. Distribution

Forms are made available through the Company's internet server, intranet or Document Control C
may be

8.4. Change Control

Any employee may submit a Request for Change to the a
and the manager

esponsible for the form

9.0 EXTERNAL DOCUMENTS \(\&c_,

9.1. Some external (third party) standards or specifications® be maintained on file without

9.2.  Third party specifications and enginee 'nqyawings, including those of the Customer, are controlled
according to the QMS-02 Configuration Management Procedure. Where control of an external document is
deemed necessa

n some cases, a hardcop
external document ma

ach employee must

10.0 PERIO C'§E-EVALUATION OF DOCUMENTS
t documentaiion is subict to [

The entire set

11.0 ROL OF RECORDS

11.1 he controls for each type of record are defined in Appendix A of this procedure.

@O_The isted "contoller” must ensure |

11.3 Records for active contracts are maintained in the deiartment handlini the oierations. Records are
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11.4 The Document Control Center maintains archive files for records. Records shall be

11.5 Records that are discarded after retention shall _ \6

11.6 records are

11.7 Records are

11.8 Records are

11.9 The Company does not require vendors to maintain records for the
11.10 Electronic records are

11.11 Local computer data that is stored on company computers

11.12 When making corrections to written record entries, the error is

11.13 Correction fluid or correction tape is not to @@ed on any quality records.

N

X
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APPENDIX A: RECORD RETENTION MATRIX

~ Required Record Record
or Document T

Minimurn
Company Record Controller Retgu‘*isn

Calibration records Calibration Form

Contract review

records Contract review Form

Control of

nonconformances RFS Form

Corrective actions RFS Form

Design change

records Engineering order Form .

Design input N

records Engineering order Fom:{\,6

Design review %\‘

records Engineering order . (Pe

Design validation Production \\ ;

records inspection v* Form

Design verification Production .

records inspection O Form

First Article N

Inspection First article PR Form

Internal audit . @ ‘

records Internal audi\\\, Form

Lost, damaged or \@

unsuitable Customer

property Custp(%t property Form

Management review ement

meeting reports /| revieéw report Form

Record of realizati

process Engineering order Form

Record of reI of | Production

product inspection Form

Supph Iuatlon Supplier evaluation Form

éb Production

Tr. b|||ty records | inspection Form

ining records Training record Form

@)
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1.0 PURPOSE
This procedure defines the requirements for the management of the configuration of products produced e

Company's configuration management activities include the following:

The following are not governed by this control procedure:

2.0 THEORY

Part configuration includes a variety of aspects of a

This procedure has been developed based on

3.0 CONFIGURATION DOCUME\T(KIEON
S

3.1.  The current configuration of a given th/ identified through applicable technical documents.
These may include, but are not limited to:

N

%,

N
N4

3.2.

All such technic cuments are developed and approved by the Responsible Authority, which are

3.3. Configuration documents and Customer intellectual property received by is the Company are

ONFIGURATION CONTROL BOARD (CCB)

Responsible Authorities (RA) serve as the Configuration Control Board, which has full authority and
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4.2. CCB responsibilities include:

X
N\
\\E\$

5.0 CONFIGURATION CHANGE CON'I?DL

51. Evaluation of a change in configuration for a déliverable item takes into consideration

5.2. All associated changes and * f%cted hardware items or computer programs are included on

5.3. Types of Confi@%on Change

Changes to the c@uration are implemented after approval of ||| G

The definition fog e is as follows:
g Change:

5.3.3. Waiver:
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5.4. Change Classification
Changes in configuration are classified by the CCB as either Class | or Class Il. The change classification
assigned by the CCB is entered on

5.4.1. Class | Changes &O

The engineering change is classified as Class | when it affects one or more of the foIIowig

: &
N

¢ Non-technical contractual provisions are affected, such as, t@t limited to:
o \

(0]
(0]
(0]
(0]

5.4.2. Class Il Changes

Any change that does not fall within th ss | definition is a Class Il change. Class Il changes are

5.5. Change Implementation ()
5.5.1. The Responsible Authqrity‘verifies

5.5.2. Superseded revisiQu levels of electronic documents are

5.5.3. Pr esad Class | engineering changes are approved by the CCB and are submitted to the Customer in
the for
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5.6. Document approval is indicated by any of the following methods:
6.0 SUBCONTRACTOR AND VENDOR CHANGES

6.1.  Supplier and vendor requests for change are controlled according to *

7.0 PRODUCT AND TEST SOFTWARE CONTROL

@0
O

6@

Revision control is applicable to software programs that are used for
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1.0 PURPOSE

This document defines the Management process, including or making reference to procedures for the various
activities within the Management process. .

N
2.0 THEORY \é$

The Company believes in “intelligent management,” which enables the Company to make de s based on

3.0 MANAGING AS A PROCESS @Q’

The Company recognizes that it has to manage processes identified in the Q @' Management Policies and
Procedures handbook; however, management itself must also be treated a process. This means

?\

Management is responsible for implementation and application of the following QMS requirements:

0 PROCEDURE: MANAGEMENT REVIEW

4.1 The management of the Company performs formal management review of the Quality Management
System a minimum of
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4.2 This review shall include

4.3 Minutes of the meetings are taken and maintained. The Management Review I@Q‘rt Template may be
used as a guide for the records or may be completed and retained as the record. \A

4.4 The Management Review meeting should include analysis of the foIIowiﬁ'g puts:

4.5 Q\ agement shall use action items or the corrective action system to take recorded actions as a result
ew topics in an effort to

See the QMS-13 Corrective Action Procedure.
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4.6 Management shall determine internal issues that affect its ability to achieve intended results, which may

include, but are not limited to:

4.7 Management shall determine exter
may include, but are not limited to:

*

ations

R@j?sues that affect its ability to achieve intended results, which

>

@O PROCEDURE: MEASURING AND MONITORING PROCESS

OBJ ECTIVES

Each process identified in the Quality Management System has at least one objective. The objective is
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5.2 Each process objective

53 Top management wil O

5.4 Throughout the year, assigned managers and staff will

5.5 During Management Review

5.6 When a process does not meet a goal,

&

5.7  The current metrics, standings, previous goal and revised goal\'ggall be |G
I (Sce section 4.0 above.) \Q
O

5.8  Over time, management shall assess performance o a%h process against the goals H
according to the
QMS-13 Corrective Action Procedure.

6.0 PROCEDURE: INTERNAL a G\E§<TERNAL COMMUNICATION

6.1 Internal communication is an important facet’of the way the Company does business. By this we mean
that information must be able to flow in all di@éyhs, from
N\

The following methods are used for inte ik ommunications:

O
E &}hal communications that are relevant to the quality management system must

6.2.1 Confidential Company Information

Company Employees must not reveal Confidential Company Information to External Parties except to the
extent such disclosures are necessary
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6.2.1.1 Basic Company Information

Company Employees must not communicate Basic Company Information to External Parties
extent that such communication is part of their normal responsibilities. For example,

ny or its business, or
communicate as a representative of the Company, with any of the following Ex

Only Authorized Responsible Authorities may communicate about the C A
Parties:
[ ]

Only Authorized Responsibl
communicate as a represent

@orities may communicate about the Company or its business or
' f the Company on

6.2.1.2 Written C@any Information
All Written Co\r&py Information must conform to guidelines established from time to time.
p

All Written any Information must be approved by the appropriate Responsible Authority before it is
communitﬁ 0 any External Party.

With ct to any Written Company Information regarding new business, clients, or other contract
cou arties, or other Third Parties with a business relationship with the Company, care must be exercised to

Written Company Information regarding
must also be

approved by the appropriate Responsible Authority.
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7.0 PROCEDURE: RESOURCE MANAGEMENT

7.1 The management of resources is a critical component to the management activities of the Comp@y‘
Resources requiring such management includes:

. ation

*

. vities

7.2 Like other management activities, resoui%q‘\m/anagement must |||

3 7o manage resources, top manag@ent mct I
. -

7.4

During Management Revi managers shall

7.5 From that datiop management can |
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Appendix A: Process Map

MANAGEMENT

owner: I

omective:*S
A\

~
INPUT from other processes INPUT from other pr@ses

o 3

, e o o o o

I

A 4

Conduct Management Review Meeting accordinﬁ%éction 4.0. Review all agenda items and
current data against most cur?th)nternaI and external issues.
\ °»

N o X4
\&/
’\,\ Objective met?

(%
N v
g o

A\ I

NO

Q Revise goal?
o !
© - I

\' A 4
S

continued next page...

*/

A
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from previous page...

A

NO Planning, resources or controls needed? ‘\6

T/

- &
‘\

. N
&
/ N v

ouT

AL
A\
=

N
S

28

'\g /
L o%\;rocesses
&)
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1.0 PURPOSE

This document provides an overview of the responsibilities and authorities for key positions withi e
Company. .

N
2.0 THEORY \6

It is important to define the responsibilities and authorities of key positions so that employees @erstand their
work and the relationships they have with other positions within the Company.

3.0 RESPONSIBILITIES & AUTHORITIES 6

3.1 Operations Manager
The Operations Manager is responsible for

3.2 Quality Manager

The Quality Manager is responsible for

The Quality Manager

The Quality Manager also

3.3 Facilities Manager

The Facilities Manager i

34 Production Mangager

The Production I\/@ er is responsible for
3.5 Bu§' Manager
The Busihéss Manager is responsivle for [

:@) Product Managers

The Company utilizes Product Managers for
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Product Managers are responsible for
, which includes conS|derat|on or:

3.7 Administrative Assistant

The Administrative Assistant is resionsible for

3.8 Accounting Manager

The Accounting Manager is responsible for

3.9 Environmental Health & Safety Manager \\

The EHS Manager is responsible for

0‘
3.10 Quality Group Staff & Inspectors (i

The Quality Group includes

3.11  Production Oper

Shipping Personnel

ersonnel are responsible for
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3.14 Human Resources Staff

Human Resource staff is responsible for

3.15 Purchasing Staff
Purchasing staff is responsible for
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1.0 PURPOSE

This document provides details on the Company’s training program and requirements. é.Q} M

2.0 THEORY

Employees can only perform their duties adequatel
adequate employee performance through

3.0 TRAINING PROCEDURE 6

3.1 Hiring
Employees are hired on their basis to
To accomplish this, potential candidates are

3.2 Initial Indoctrination and Orientation

Once hired, new employees are assigned to their
This introduces the employee to

undergo initial indoctrination and orientation.

3.3 On the Job Training

Once an employee has completed ini
osition. This training i

doctrination, they undergo on-the-j relative to their

3.4 Additional Traini Q
At the discretion of ma’% ement, additional training may be conducted at any time.
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1.0 PURPOSE
This document defines the Proposal Development and Contract Review process including or making ref e
to procedures for the various activities within the process. .

2.0 THEORY

The Company can onl
the Customer, then

3.0 PROCEDURE

When addressing Customer needs and indust

trends, the Company congj

Documentation is not required for

Q\

The Company determines its capability to meet Customer ré@ments by:
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See Process Map.

The organization negotiates a mutually acceptable requirement with the Custo

T TR e o g)@@vhen—

&
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4.0 PROCESS MAP

Proposal Development & Contract Review Process

Quatity objective: [N

ovner I

INPUT

~ 7

*

— \\'\ CAPABLE?

v
o |

4
N CAPABLE?
A

A

A

NO YES

v

continued next page...
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1 Quality Group -- The reviewer determines the need for, and if justified, imposes the
requirements of Supplier Quality Requirements to the Requisition or @ .
P.O. . e,.
-- Complete the Used-On and Contract# sections on the cover page (@
U S
Used-On =m Contract# = -
-- Check-off applicable requirement boxes on Requisition e
2 Quality Group -- Forward Requisition to
-- eck mark the appropriate fie s" section; multiple
types of Certs may be required.
-- Verify Raw Material Requirements are re n Requisitions, except
-- ing to the Supplier Evaluation
-- Determine if a Suppli esignated by the Customer - notif
Purchasing when
-- Initial and date (shou o/Day) the Requisition in the
urchasing Group.
IF THEN
77| Oierrovson |- I
Supply Required ]
2.2 Requisition is marked
"Under Revision" Q
Qg -- It is acceptable to
X .
23 | ‘A Raw Material -- Specify a Raw Material Requirement on the Requisition.
. Requirementis not [-- A Material Note Number is not required for_
\(\ Specified
: Deviation to drawing is
<D noted on Requisition
( ’ such as "Less Note"
2.5 Order is for production
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activity without This provision is not applicable to ||| G
reference to engineering
drawing .
3 Quality Group Add provisions for any one or combination of the following to the . eg’

©
N

Requisition or P.O. when justified:

Q.

,1
4,&\\-0 Quality Group

Relative to the procurement of software, the reviewer determines the need ]
for, and if justified, adds to the procurement document provisions for any
one or combination of the following:
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5 Discrepancy in -- Return to Purchasing Group for correction(s) 0
Requisition or P.O. NS
5.1 Supplier Quality -

Requirements applies

Attach prepared original to Requisition or P.O. \Qv
Copy to R&l

5.2 P.O. requires additional |--
conditions related to |-
supplier
IF
5.2.1 | P.O. requires additional
conditions related to in-
house processing
5.2.2 Requisition or P.O. Ok
6 Quality Group pplier Evaluation to the Supplier; perform required follow-up
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1.0 PURPOSE

This document defines the Purchasing process including or making reference to procedures for the v.
activities within the process.

Note: this procedure applies to suppliers of products or providers of services that directly affects t @Ilty of
our products or services. Suppliers that provide office and maintenance supplies, furniture, gr eeping
services, etc. are not subject to the controls of this procedure.

2.0 THEORY

The purchase of materials that go into our products or services that help us @:e products affects
everything we make. As a result, it is important to monitor and control the quallty o products and services
that we receive as well as the suppliers of such products and services.

3.0 PROCEDURE: SUPPLIER EVALUATION ANR@ELECTION

3.3 The Su

related to

3.4 Once approved through the Suppll luation Form, the Responsible Authority will update the
Approved Supplier List. \\}

3.5 The following ratings apply to
RESTRICTED:

CONDITIONAL:

e entered into the A lier List, suppliers are rated as

3.7 Using incoming (receiving) inspection results for product suppliers and Company employee feedback
2 aricoppiior. e Responshle utrorty
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For suppliers providing product, incoming inspection results are recorded on the Su actor

Performance Rating Spreadsheet, which calculates the Supplier's current quality rating b n items
received and items accepted. A new Supplier that rates

3.8 Using the results from combination of the following functions for product suppliers, the Responsible
Authorit
3.9

3.10 If a new Supplier rates

3.11 lier rates less than

3.14 Management may override
3.15

During management review, the lier List is subject to

roducts and services
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When external provider test reports are utilized to verify externall

Responsible Authorities take into consideration

4.3 Responsible Authorities ensure the
Supplier, which includes:

provided products, the Compan

ade@qy of requirements prior to their communication to a

d) requirements relative to:
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9)
h)
i)
j)
k) the

need to:
[ ]
. ]

the Supplier's facility are aware of:

delegation are defined when

Purchase, r will define the methods for the intended verifications and method of product release.

4.8 Qé; the process map herein.

@ Emergency Purchasing Authority: The Company will authorize the shift foreman and/or the
maintenance foreman emergency purchase authority for

4.7 Whe%tkd;ompany or its Customer needs to perform verification activities at a Supplier facility, the
N\
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5.0 OTHER PURCHASING RULES

5.1 Inall instances, the PurchasincI; Deiartment willq
N\

55 The Purchasing Department will

5.6 The Purchasing Department will
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6.0 PROCESS MAP

Purchasing Process

6@

N
Owner: $
Quality objective: 6

\1

INPUT

A 4

v

A

& NO
S

OK?

v

N\
® Responsible Authority and other

managers sign Requisition.

continued...
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from previous page...

Buyer reviews Company and

Customer Approved Supplier List.

YES

v

Receiving

I
@ PO is submitted to supplier. PO Log is updated.
2 ! !
D out | ™ ouT | NN
To Supplier To Quality

ouT F

\ 4

To Purchasing
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1.0 PURPOSE

This document defines the Receiving process including receiving inspection activities and includes or S
reference to procedures for the various activities within the process. .

N
2.0 THEORY XS

Receiving is the first line of defense to prevent sub-standard supplies from affecting the Com @‘s process or
product quality; however, sampling and 100% incoming inspection is only a part of the colleéw of applications
that are necessary to assure the release of conforming supplies to stock. Receiving inspection cannot provide
100% assurance of product or process quality because the affect that the supplies ?&on production-level
activities cannot be assessed or verified - only by 100% use of supplies will defec detected in product or
process quality.

As a result of teaming and intelligent design, the Company ensures that delivﬁy le supplies meet Customer

requirements prior to packaging and shipping. \

3.0 PROCEDURE: RECEIVING &

4.0 PROCEDURE: RECE G INSPECTION

*

4.1 The inspector will receive thegtédrs and original paperwork from the RA and acquire the applicable PO.
(see the Purchasing Procedure) Q}
4.2 Inspections are perfo according to Appendix A or as required by work instruction, Customer
requirements or other docu %tl n. The results are recorded on the applicable forms and the purchase order
is processed according to@pendix B.
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Receiving Process
Owner: I
cuty ot I
INPUT
- I
- I
.
v
—
produe s e
v RS
)
. 7
Contact Purchasing or QA -
for instructions. S
,\Q‘Q
continued next page...
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APPENDIX A - RECEIVING INSPECTION WORK INSTRUCTIONS

Op 1: Acquire copy of purchase order. Perform

Op 2: Verify suppl

Op 3: Count the quantity of items received. Items exempt from counting include

Op 4: Verify the Supplier is approved according to the current Approved Supplier Lish-if Supplier is not listed
then

If Supplier provides a non-chemical item and is approved for

If Supplier provides a chemical and is approved for

Op 5: If the supply is a <Catalog/Commercial> item,

Op 6: Perform First Piece Mechanical/Visual inspectief

Op 7: SAMPLING PLAN:
ANSI Z1.4 AQL=1.0 for all su

imensional analysis and begin measurements starting at a point on the
r counter-clockwise rotation through all dimensions - verify go-no/go
as noted on the drawing, then...

Randomly select items for geom
drawing that allows clockwj
conformance to every dimens

Op 8:

then...

Op 9:

then...
Op 10: Verifweanhformance to the required chemical composition according to

-
(0) hen raw material is accepted only by review of Supplier certificate of analysis, review the current
oved Supplier List for item criticality and perform the following activities:

For critical item:
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For non-critical item:

Op 15: Affix a Good Material Tag to accepted supplies. For su

Op 17: Complete the inspection record followi ts format (record applicable M&TE, lot traceability, etc).
Op 18: Complete shelf life expiration log f{?pplles that have an expiration date.

Op 19: Record the quantity and dat ived on the PO then |G
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APPENDIX B - PURCHASE ORDER PROCESSING

Step IF

|THEN

1 Supply is not the
Last Item on PO

2 Supply is the
last Item on PO

2.1 Supply is the
last Item on PO

PROPRIETARY INFORMATION

This document expires 30 days after printing unless marked "Released".

Date Printed: -

Form Rev: Orig




Your Company Name

O
o

PRODUCTION PROCEDU

&

Abstract: 3

Q
2

Origination Date: XXXX @6

N4

0N
—

Document Pro S0
Identifier:
Date: atest Revision Date

Project: ; ,Customer, Unique ID, Part Number

Document «  Draft, Redline, Released, Obsolete

Status;~-
D b§§ t . .
s \ n Location on Server (if used)

L

This documen{'@cribes the production process.

5

@0
O

PROPRIETARY INFORMATION

This document expires 30 days after printing unless marked "Released".

Date Printeq: [l L "0 "V O




Your Company Name

Production Procedure

CAGE: xxxxx Rev: Orig

REVISION LOG Q"

Issue | Date Comment Author \é‘

0-0 SF
R
O
Q7
2
DOCUMENT CHANGE RECORD G\\
Issue | Item Reason for Changq’\\/

RS

v\\,

\)

PROPRIETARY INFORMATION

This document expires 30 days after printing unless marked "Released".

Date Printed:

Form Rev: Orig




Production Procedure
Your Company Name

CAGE: xxxxx Rev: Orig
TABLE OF CONTENTS
1.0 PURPOSE ...ttt ettt et et sat e et e st e bt e s e e et e sare e bt e saees '@?4
2.0 THEORY ettt sttt et et e st e et essnreesenneesengee (0N Per e e eennee 4
3.0 PROBLEM RESOLUTION ...cciiiiiiiiiiieiteteee ettt sttt 0&\ ............... 4
4.0 REQUIREMENTS ...ttt ettt e e g $ ...................... 4
5.0 PRODUCTION DOCUMENTATION......ccociiiiiiiiiiieieeeeeeeeeeeeeee e @6 ............................ 5
6.0 PRODUCT IDENTIFICATIONé ...................................... 5
7.0 PRODUCT HANDLING ....c.ctiiiiiiiiieeieeneeeie ettt 6 ............................................ 6
8.0 PRESERVATION. ....cooiiiiiiiie et ’3\6 ............................................... 6
9.0 CUSTOMER AND GOVERNMENT PROPERTY CONTRO, \,% ...................................................... 7
10.0 VALIDATION OF PROCESSES......ccccoiiiiiiiiniienieee ‘{\% .............................................................. 8
11.0  PRODUCTION PROCESS VERIFICATION ...ttt S ettt 8
12.0 INSPECTION AND TEST OF PRODUCT ............... v .......................................................................... 9
13.0 SHELF LIFE EXTENSIONC)‘ .............................................................................. 10
14.0 PROCESS MAP......ccooiiiiiiiiiiiniiieees \>/ .................................................................................... 12
@ )
\\\'Q
@é)\(b

Q
CPQA

N

This document expires 30 days after printing unless marked "Released".

PROPRIETARY INFORMATION Date Printed:

Form Rev: Orig




Production Procedure
Your Company Name

CAGE: xxxxx Rev: Orig

1.0 PURPOSE

This document defines the overall production process and includes or makes reference to the proceddres
necessary for the process. .

NOTE: The production process includes all QC inspections and tests within it. Quality is not@arate

process. \
2.0 THEORY O
Production operations or tasks must be conducted under controlled conditions to ensu%product quality. By

this we mean:
N

%)
@%

3.0 PROBLEM RESOLUTION Y

'b@&uthority (RA) whenever a process or

All employees are instructed to immediately notify a Respon
ing to established process controls and could

roduct related problem occurs that cannot be corrected ac

It is understood that the appropriate responsible authori

4.0 REQUIR

The Company imp s production and service provision under controlled conditions, which includes:
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5.0 PRODUCTION DOCUMENTATION O

Documented information includes

When required to demonstrate product qualification, the Compan

The Company ensures all documented information required to a any the products and services are
present at delivery.

All revision controlled iroductlon documents are _
In addition to this process procedure, addltlo\@yproductlon documentation may be required for a given
order or production operation. Where required, these are ﬂ

N

5.3 Such documentation include

54 Records that are cre retention of miscellaneous information are not

6.0 PRODUCT IDENTIFICATION

The Compa intains the identification of the configuration of products and services to identify -

iy controls acceptance authority media, such ||| GGG

The Co "&
Tra@li requirements include:
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6.1 Product is identified in shop areas by any of the following methods:

6.2 ork (travelers,

routers, etc.) as required. Superviso

Lot traceability or individual serialization of parts is to be maintained on the
staff will

6.3 Bad (nonconformin roduct that has failed an inspection or test and ot be reworked to comply

with requirements is

6.4 Any parts or product not marked with a tag are _
|...ii...........l Q\

6.5 IDENTIFICATION OF TRANSFER CONTAINERS \

6.5.1 Whenever a portion of chemical is transferred from its original container to a smaller temporar
container, w

6.5.2 Whenever a portion of chemical is transféfred from its original container to a smaller permanent
container,

7.0 PRODUCT HANDL

7.1 Work instructions and/or @nlng operations instruct Operators on the proper and safe handling of
product throughout its life cyc%

72 Inallcases o;g.\aié or- I

7.3 The Com provides suitable safety and personal protection equipment for handling hazardous or
igic el Cpetior I

|
8.0 %ERVATION

Pre tion can include

according to the QMS-11 Shipping Procedure.

8.1 Operators will
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\

8.5 FOD: Foreign Object Damage, Prevention, Detection and Removal: rk instructions and training
methods ensure that handling and preservation practices reduce the introdK@on of foreign objects (FOD) into

products.
x9

86 _{e@?

8.7

9.0 CUSTOMER AND GOVERNMENT PROPERTY CONTROL

The Company identifies, verifies, protects and safeg\a;ds customer property provided for use or incorporation
into products and services. When property is IosNamaged or otherwise found to be unsuitable for use, the
Company documents findings and reports to tr‘@j:ustomer.

<

9.1 Customer and Government Pro

Hardware property includes:

9.3

9.4 Sensitive material, as defined bi the Customer or Government, shall _
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9.5 Proierti will onli be used as instructed or required by Customer contract and ||| GGG

9.6 Customer provided equipment shall

9.7 shall investigate and report

O

9.8  Requirements for the control of Property shall *

)
10.0 VALIDATION OF PROCESSES \QJ

10.1 Unless otherwise specified by engineering requirements, the fo med Design Validation-Verification
is used to record results of validation and verification activities. \Q
O

10.2 Provisions for validation and verification includes: \\

10.3 Validation and Control of Spe "@T'ocesses
For processes where the resulting t cannot be verified by subsequent monitoring or measurement, the
Company establishes arrang for these processes including, as applicable:

11 .0¢‘§ODUCTION PROCESS VERIFICATION

any implements production process verification activities to
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11.1  Control of Equipment, Tools, and Software Programs

Equipment, tools, and software programs used to automate, control, monitor or measure production processes
are _

12.0 INSPECTION AND TEST OF PRODUCT \\6

The Company maintains suitable infrastructure for provision of production and services and udes

12.1 Receiving inspection is performed according to the QMS-09 Receivin&)cedure.

x9

f a new part or assembly to verify the
to produce parts and assemblies that

12.2  First Article Inspection
The Company uses a representative item from the first production
production processes, production documentation and tooling are
meet requirements. This activity i

12.2.1 First article inspections are

12.2.2 The Company will

12.2.3 Where not provided, the Company. v [
o TN

12.2.4 Complete the first article inspgction form according to its format and submit to CCB.

12.2.5 Calibrated tools shall be us€d,for first article inspection; however,
under the following conditions:

12.2.7 Any i ailing first article inspection must be processed according to the QMS-14 Control of
Nonconfor, ces.

12.3 @rocess Inspections
L ] ——

12.3.2 In-process inspections are performed
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The Company ensures documented information for monitoring and measurement activity for product
acceptance includes:

@\

is used as a means of product acceptance, the samplin

12.3.3 Calibrated tools shall be used for in-process inspection; however,
under the following ¢ jons:

12.3.6 Ani item failing in-process inspection must be

12.4 Final Inspection \/
12.4.1 Final inspection is performed by QC prior tMease of product for packaging and shipping.

12.4.2 100% sampling is required for fip% Bection unless otherwise specified by Customer contract.
When sampling is permitted by Custom r)Q act

12.4.3 Calibrated tools shall be us r final inspection; however,

under the following conditions:

12.4.6 Any inspection must be processed according to the QMS-14 Control of

Nonconf
Prior to %ﬁ&
ﬁi HELF LIFE EXTENSION

13.1 ltems that are subject to expiration ma

failing final
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13.2 Chemicals that are purchased or prepared by the chem-lab are

13.3 Raw material components whose shelf life has
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14.0 PROCESS MAP

Production Process

Owner: 9 $\
Quality objective: . \<>

@0

*

INPUT

A@G
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&

Work Order provided from Contracts to Producti

&
\&

anager.
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from previous page...

Based on production schedule, Production Manager

Products

Products Subassembly 6$

N\
§ Next

5
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from previous page...
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1.0 PURPOSE
This document defines the Shipping process including product packaging activities. 6@‘

2.0 THEORY

The final packaging and arrangement of shi

Customer; as a result, the Comiany

3.0 PROCEDURE: PACKAGING AND SHIPPING 6

See Process Map.
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4.0 PROCESS MAP

Shipping Process

Owner:
Quality objective:

O

INPUT

A 4

Finished product is —\

J

v

. NS

A\
©

@‘evise < NO

A
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1.0 PURPOSE

This document provides details and procedures for the internal auditing process. @ M
NOTE: At this time, only quality system audits are conducted. When environmental system or other a are
implemented, this procedure will be amended to include rules for additional audits.

2.0 THEORY 0\\6

Internal auditing of a Company's quality system is critical for maintaining good processes@ documentation
and for identifying areas for improvement opportunity.

3.0 INTERNAL AUDITING PROCEDURE

The Resonsible Authority takes into consideration

Internal

3.1

?\

3.2 Audit requirements include those of ISO 9001 apd the’ Company's quality system documents, as well as
requirements of Customers and statutory/regulator jty management system requirements, as applicable.

3.6 R’&}esponsible Authority maintains the Internal Audit Schedule that records this information.

4 O sing the Internal Audit Report, the Lead Auditor
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3.8

The internal audit

3.10

3.11  The completed Internal Audit Report is then returned to the Responsiﬂ.gz(uthority for logging and the
Internal Audit Schedule is updated. \

3.12 Copies of the completed audit report are sent to the appr managers of the areas audited to
report the findings and results. In this way, and in conjunction h the submission of corrective action

?\

3.13 The results of internal audits are also gathereg”and summarized on

6\
3.14 In all cases, auditees are expect ¥ %operate fully with the audit team.
o

N

Q
OOQA’
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4.0 PROCESS MAP

Internal Auditing Process

Owner I
Quaty bt

v

INPUT from other processes:

OO0OO0OO0OO0OO0OO0OO

A\ 4

Responsible Authority (QM) selects 6
o

)

v -

QM schedules auﬁ' ‘Qording to

2

- A
«\9»

_ < Auditq}\\c}ﬁduct audit in following
stagess
v 2 o
YES NO [ ] <
v \/J)
CORRECTIVE ACTION \/ o
3 .)\
Record findings ‘' 0]
QO
¥ v
Finalize audit rt) N
2 A. A
N
Responsi %rity reviews
% ort
3
O\ Bl o
Q)
S I
MANAGEMENT Sy ouTPUT o
' (o] orts
o]
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1.0 PURPOSE

This document provides details and procedures for the process governing the discovery, reporting, resqlyfion
and recording of actions taken to correct or prevent nonconformities. .

N
2.0 THEORY XS
Corrective action is taken to correct nonconformities, which could be product defects found d production,

errors found in documents, equipment problems or problems related to how the Company, orms functions
in its processes. “Corrective action” is simply the “fix” that corrects the problem. Whene&r e take corrective
action, we also attempt to prevent the problem from recurring.

Whenever we take corrective action we also attempt to prevent the problem f recurring. Sources for
preventive action opportunities include risk management, error proofing, failure and effects analysis and

reports of product problems by external sources. Having a formal system to ré'g) d and resolve both existing
and potential problems ensures that these problems do not occur or reochQhereby improving our products,
processes and work environment.

x9

3.0 PROCEDURE: INTERNAL REPORTS . N
3.1 The Company utilizes a Request for Support (RFS) for 1&

6\

3.2 ALL employees are empowered @é ability to report sources of problems and nonconformances.
3.3 No disciplinary action may be@}ached to the submission of RFS’s.
3.4 The Quality Manager @Qen assigned the role of RFS Administrator.

3.5 See Process M@the processing and routing of RFS’s.

3.6 If the respdhsible manager determines they are not responsible for the issue involved, s

37 AgitoDtaken sna

3. Qhe Quality Manager shall

3.9 In addition to corrective action efforts, management shall

, which
shall be used to prevent potential nonconformances. These shall be reported to management for review.
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3.10 The management review process shal

roduct is suspected of a nonconformance, the Compan

&

4.0 PROCEDURE: INVESTIGATION & CORRECTIVE ACTI®N

REQUESTS (ICAR’s) Q)
4.1 Any purchasing agent may submit an Investigation and Corrective Actio Xluest (ICAR) to a Supplier
that

4.2 ICAR’s are processed throucI;h the same steps as the RFS but a@outed to the Supplier for |||

N\
4.3 Failure of a Supplier to respond to an ICAR or to re ’n§d with an insufficient action plan may mean
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5.0 PROCESS MAP

Corrective Action Process

owner:

Quality objective:

INPUT

OO0OO0OO0O0O0

Employee completes RFS > _

OUTPUT MANAGEMENT

(0]
(0]
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1.0 PURPOSE

This document defines and makes reference to the procedures necessary for the control of nonconﬁg@g
items. .

\
2.0 THEORY \6$

ltems that have failed inspections or tests or that in any way does not meet requirement considered
"nonconformities". Such items must be controlled to ensure they are not accidentally vered or used.
The Company's system ensures that nonconformities are identified when foun(@ are segregated,

investigated and dispositioned. Corrective actions are taken to ensure nonconformities ot reoccur.
3.0 GENERAL PROCEDURE o
3.1 "Nonconformance" is any item made by the Company or raw material@%a by the Company or returned

from the Customer that does not meet:

3.3 All employees are empowered t
items. No employee may work on

age this procedure when they discover potential or nonconforming

3.4 Upon discovery of a Q
rework if such rework is withi that employee's ability.

nforming item, an employee may make an attempt to perform immediate
For example,

loyee cannot bring the item into conformance through immediate rework, the employee

36 _
o°
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3.8 The employee shall

Upon receipt of the RFS, the Quality representative will

312 Quaiy wil I*
E— A

3.13 The RFS shall then be submitted to the Ma
Necessary actions are taken to

iale Review Board (MRB) for review and disposition.

N
3.14 The MRB consists of the follo@@'managers, at a minimum:

&

&3-1 ine_even of  non-unanimous decision.

3.16 The Company shall provide timely reporting of delivered nonconforming items that may affect
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4.0 DISPOSITIONS \GQ”

4.1 Dispositions are classified as Major, Minor or None.
Major:

4.2 MRB dispositions may include, but are not limited to:

4.2.1 Clarification

Conditional Acceptanc

Notification

PROPRIETARY INFORMATION This document expires 30 days after printing unless mafked Released". Form Rev: Orig
Date Printed: -




Control of Nonconformities
Your Company Name

CAGE: xxxxx Rev: Orig

4.2.5 Precautionary

4.2.6 Repair (Non-Standard and Standard) O

4.2.7 Request for Waiver/Deviation &\

4.2.8 Return to Supplier (Receiving Inspection)

4.2.9 Rework (Non-Standard and St:

4.2.10 Scrap

gﬂ CUSTOMER DISPOSITION AUTHORITY
5.1 Major: A Waiver/Deviation disposition is ||| G

52  RTV and Scrap dispositions are ||| [ GTKNNNEEE
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5.3 Minor: Conditional Accept and Non-Standard Rework/Repair dispositions are subject to Customer
approval.

54  Scrap, RTV or Standard Rework dispositions are ||| G \é*

55 None: [N S
6.0 PROCESSING SCRAP @O

6.1 Nonconforming items dispositioned as scrap are physically segregated into an @priate scrap area.

6.2 Such scrap is

6.3 Identifiin(l; scrap with markinis is unacceptable unless

6.4 Scrap is controlled internally so as not to be made availa ® possible theft, which precludes the use
of outdoor scrap bins or other storage areas generally access&‘{q to non-employees.

)
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1.0 PURPOSE

This document defines the procedures necessary for calibration of measuring equipment.

2.0 THEORY R

Measurement results are only valid when M&TE of known accuracy is used. This calibratio @edure
ensures M&TE is properly verified for accuracy against known standards. Measurement devices\ re used
to indicate process feedback are not subject to calibration, such as short-circuit or open-circuibﬁg or cold, off
or on, etc; however, when a measurement device is used to determine conformanc a Customer
requirement, then the device should be properly verified for accuracy. 6$

3.0 DEFINITIONS QQJ

(/

*

Accuracy Ratio
e Adequac

e Calibration:
e (ages

e Inspection Aid

e M&TE
e Procurement of M&TE

e Recall

Significantly out-of-tolerance;
Special Equipment

e Standards

GENEI@_ CALIBRATION PROCEDURE
1 Cottrgidus porormed o

*

4.2 N ng instruments are calibrated at a temperature of relative
iy~Sufficient temperature stabilization time is allowed before calibration. For cases where calibration
conducted in the production area,

A number is issued when a gage does not provide its own serial number.
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44  AlM&TE are kept clean and when not in use are ||| G

4.5 A Recall Log is maintained on all M&TE and standards. The lo

4.6 The number of items scheduled for monthly recertification is

4.7 In addition to the Recall Lo ed gage/standard.

The purpose of this report is to

, a Calibration Report is kept on each Companyx

&

TABLE |, Calibration IntervaIsC)Q

&7 : : :
Calibration Cy,\Q Recalﬁ;aﬁ@aﬁgggzgoc%il|fy for New Calibration Cycle
AnnaNN
BiAnual
3\Years
AN Years

reater than the last recorded

411 M&TE calibration intervals may be extended or adjusted

This document expires 30 days after printing unless marked "Released".
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412 Overdue items should be

413 A calibration sticker is used to identify individual items of M&TE. The sticker displ \

4.14 Calibration Standards/Special Equipment (Q
The following is the position of the National Conference of Standard \6ratories (NCSL):

Calibration of standards/special equipment is conducted by éhecking against laboratory standards available at
outside laboratories. Approved calibration laboratories @reylisted in the Approved Suppliers List.

When calibrations are made for standards/special eijpment, the calibration lab is required to submit a report
that contains, as appropriate:

U
s:ﬁbration record and recall lo

is maintained on all Transfer Standards, indicatin

416 The calibration department places all Customer furnished inspection gages in the calibration system
unlessw
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4.17 Traceability: Inspection work instructions and manufacturing travelers specify measurement and test
equipment utilized for product conformance inspection.

When specified,

*

4.18 Non-Calibrated M&TE: Upon request, non-calibrated M&TE may be submitted for c tion.
Non-calibrated measurement devices may
under the following conditions:

A non-calibrated measurement device that is verified accurate

4.19 Calibration Not Required M&TE:
are exempt from calibration; however,

N
420 Calibration Not Required M&TE \\Q)
is exempt from caliblﬁqn, such as but not limited to || EG_

are exempt from calibration, such a
are exempt fr

libration, such as but not limited to

are exempt from shelf life control.

is not required for

are exempt from calibration; however,

are exempt from calibration;

however,

421 Employee Ow@ools: Personal tooling or gages owned by employees are calibrated prior to use and
are placed on a ca@a ion schedule.

422 Stora d Handling of M&TE:

éii M&TE requiring transportation to a calibration laboratory is_

This document expires 30 days after printing unless marked "Released".

Date Printed: Form Rev: Orig

PROPRIETARY INFORMATION




(Your Company Logo) Calibration Procedure

(Your Company Name) -
CAGE: Rev: Orig

424 M&TE storage areas are

storage if it was not: \

M&TE that has been calibrated and stored must

)
5.0 OUT-OF-TOLERANCE EQUIPMENT AND T%b%ING

5.1 Calibrated M&TE that is found to be significantl
exhibiting some other form of anomalous condition is

out of t e, damaged, inoperative, erratic or

5.2 M&TE found significantly out of tolerance at rédalibration for 2 interval cycles is

o

53 An instrument whose cal %’on error is significantly out-of-tolerance over a short portion of a specified

ct certified with M&TE subsequently found to be out-of-tolerance is
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6.0 LOST EQUIPMENT

6.1 Measurement and test equipment that cannot be located is classified as "Lost".

7.0 MANAGEMENT REVIEW

71 Management Review meetings are conducted accordin
Procedure. During Management Review,

to the QMS-04 Manage Process

APPENDIX 1 @Q’

Setting and/or selecting a reference standard to calibrate a measurement devic%

Requirement: @
The measurement rancl)e of a device beini checked for accuracy m_

VOLTMETER: N
A voltmeter shall be verified for accuracy within an equivale t%ge on the reference standard:
$zm 2-20V, 20-200V, etc.

Facket within a range of the reference standard - or -

A voltmeter reference standard may have scales that range

The voltmeter being checked for accuracy must be set

Q
OTHER MEASUREMENT DEVICES:, (o\i\'
Any reference standard whose m
accuracy must

measurement range is the same as the device being checked for

For instance,

APPENDIX\

&TE is inherently stable and includes

This document expires 30 days after printing unless marked "Released".
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The Oierator is onli reiuired to check inherentli stable M&TE for damage prior to each use because

For instance,

To control the invento
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1.0 PURPOSE

This document provides the accepted definitions and abbreviations for terms used by the Company. é@‘
\>

2.0 ABBREVIATIONS

* ATP: Acceptance Test Procedure
» CCB: Configuration Control Board
* DR: Data Review

* IHS: Inherently Stable

O

+ IS: “is” or “as found” A@
* ISO: International Organization for Standardization \

* M&TE: Measurement and Test Equipment 6®

+ MCD: Manufacturing Control Document &Q

* MRB: Material Review Board

* NCP: Nonconforming Product

* NCR: Nonconformance Report

* QA: Quality Assurance

+ QC: Quality Control

+ QTP: Qualification Test Procedure
* QTR: Qualification Test Report

* R&D: Research and Development
* RA: Responsible Authority

* REA: Responsible Engineering Authority @‘\

* RFCA: Request for Corrective Action
* RFP: Request for Price/Proposal ,

* RFS: Request for Support

* RQA: Responsible Quality A@?

« RTV: Return to Vendor

+ SB (also S/B): “shou

\’\\

+ SAE: Society ofAutc@v ngineers

3.0 DEFINI@R]S (GLOSSARY)

ACCEPTANGCEX,

PROPRIETARY INFORMATION

This document expires 30 days after printing unless marked "Released". .
. Form Rev: Orig
Date Printed: -




Definitions and Abbreviations
Your Company Name

CAGE: xxxxx Rev: Orig

TRAINING

I

UNIT (SOFTWARE)

UNIT (HARDWARE) ﬁi

UNSCHEDULED MAINTENANCE

VALIDATION TESTING

VALIDATION OF A PROCESS

VERIFICATION

VERSION i
WAIVER i

WORK i

O MANSHIP
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1.0 PURPOSE

This document provides details on the Design and Development process. GQ}
\

2.0 THEORY g

The Company performs new product research and development (R&D). Controlling th sign and

development activity ensures that product designs meet all requirements and that parts produ re adequate

as a result of the design.

O

3.0 DESIGN & DEVELOPMENT PROCEDURE AQ)

3.1 General C.)QJ

The responsible engineering authority (REA) for design and developmentﬁssi ned by the Plant Manager.
Design and development personnel from various business groups ma Iude

3.2 Design and development planning ?\

The Company considers the following conditions wht)determining the stages and controls for design and
development:
[ ]

3.3 Desi%and development inputs

The Comp% onsiders the following conditions when it determines requirements essential for the specific
types of s and services to be designed and developed:
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The Company determines

3.4 Design and development controls $
The Company applies controls to the design and development process to ensure that:

: O

3.5 Design and development outputs ,’&\
The Company ensures that design and development outputs:

The Company

*

3.6 Design and developm@} changes

The Company identifies, revie %nd controls changes made during or subsequent to the design and
ahces to the extent necessary to [

development of products an

The Company retains

See Pro § ap.

X
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4.0 PROCESS MAP

Design and Development Process

owner I
Quaty bjecrive: |

T
S

T .

Project Manager assigns REA to
particular project or program.

v

e O

o
Ensure capture of a%‘géssary design
re

requirements b oceeding, as
applicable: %'

cteristics

) 3 I

‘®

NO YES

v

Update Work Order if required

\ 4

‘1’7

)

Engineer oversees creation of, as
applicable:

v
v

No [¢ OK? > YES

continued next page... <
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from previous page...

Design Verification

n
2
)
o

A 4

*I

Design Validation

v

A ox

P

O

I
|
(7

\
A 4

“m—

A 4

OK?

»
L

Design Validation . g

Y

/R

NO \%— OK? > YES
\{\‘ v
*
o
To RFS

YES

NO <©
N\

y
* \ :
\ Restart process at appropriate step!
A\

K

OUTPUT

PRODUCTION
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Procedure:

Supplier evaluation:

The Quality or Purchasing Group forwards Supplier Survey for completion by Supplier.
Supplier evaluation is required for
Supplier evaluation is not required for

Suppliers that provide process materials that &étf{ production of deliverable items are -

%

that has

The Purchasing Group may use a Su

Glossary:

N

Q
OOQA’
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T #: Calib Due Date:
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Your Logo CORRECTIVE ACTION
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Thanks again for your support.

Please Fax the completed survey to: (Your Phone)
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CUSTOMER SATISFACTION SURVEY  (Your Logo)

Date: (input date)

To: Customer Contact Name
Customer Company Name
Customer Address 6@
Customer City, State, Postal Code $\

From: (Your Company Name) \\

(Your Address) S)
(Your City, State, Zip) 6$

Greetings, 66

We are asking you to spend a few minutes out of your busy d
survey. The information you provide will

C) Thank you for participating in our survey.
Please fax your response to: (Your Phone)
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1.0 PURPOSE

This document establishes design review instructions, documentation requirements,

scheduling of design reviews, criteria for action item closeout and the items to be @.
defined at each level of review. . 6
N
2.0 THEORY \é
Design review is used to enhance the probability of product, software o vice
success by identifying potential or actual design problems. The solution aftidentified

Reviewing a design does not imply a lack of confidence in the de r—itis a
normal and necessary part of best engineering practice. Designe@ critical items
welcome rigorous design reviews for the peace of mind they vide. They help
assure that something has not been overlooked because the gner was too close
to the work. There is no reflection on a person’s compete in having to respond
to action items. To serve as a design reviewer indicategx@\t your associates regard

you as an expert. \(\
3.0 DESIGN REVIEW \&\Q
rgo at least two levels of design

All deliverable hardware and software must
review.

problems is not attempted at the review but is assigned as a&tlon item.

A%
3.1 Number and Type gfPesign Reviews

The number and type of desi iews will depend on

N\

3.2 Sc(g ling Reviews
t

At the of a program, responsible authorities must

Page 4 of 16
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Your Logo Design Review Work Instruction

CAGE: xxxxx

3.3 Heritage Design Review

Designs that are qualified by another program do not require additional review
unless

3.4 Software and Service Reviews $
Computer programs, contents of ROM, PROM and other programmable devic@d
service operations must be reviewed as carefully as hardware. $O

3.5 Subcontractor Reviews 6

Products and services from subcontractors must be design revie

3.6 Interfaces &c-’

Reviewers should devote extra attention to

3.7 Post Review Design C@‘{ges

Changes made to a design subsewt to a successful review should be flagged at

the next review. Design cha
review (CDR) are

even minor ones made after the final design

\
OQ% Reviewers.
@,

Page 5 of 16
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4. Design Package.

a

Agenda. [

Review Minutes.

o

7. Closeout of Action ltems.

3.9 Inappropriate lItems for a Design Revi

should be

discussed only as they affect

A\
3.10System Review Attendees \\

System review attendees should include

4.0 Types of Desigrjgg\/iews
\

4.1 System Level R@I\'ews

4.1.1 Baseline Design R ﬁp\w (BDR)
The BDR is held to ure that the project objective and requirements are

The BDR should address the following:

Page 6 of 16
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Your Logo

The output of the BDR consists of

4.1.2 Preliminary Design Review (PDR) 2\
The PDR is the first review of the prelimi

Design Review Work Instruction
CAGE: xxxxx
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Design Review Work Instruction
CAGE: xxxxx

9.
g
10.
N

11 ﬂ

12.

13.

14.

The output of the PDR consists of

The development (performance) confi ion documents include:

1.

2 P
3. ’

4.

Formal chanéé’%)ntrol procedures are invoked concurrent with the release of the
develop (performance) configuration documents.

4.1. \@itical Design Review (CDR)

The\system CDR is held immediately prior to design freeze and before significant
rication activity begins. The CDR presents

Page 8 of 16
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Your Logo Design Review Work Instruction

CAGE: xxxxx

The CDR should address the following items:

Completion of the and resolution of its action items establishes

4.1.4 En‘@nmental Review (ER)

The ERXqccurs prior to the start of environmental testing of the integrated system
or epdhitem. Its purpose is to:

Page 9 of 16
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Your Logo Design Review Work Instruction
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4.1.5 Buyoff Review
The buyoff review

addresses:

2

review following

4. Post-qualification plans.

For programs involving a qualification product, a bu
qualification testing may be used to

4.1.6 Operations Review
This review applies to programs that hav,

(o_\
4.2 Subsystem Level,@wews

Subsystem level reviews ar Id when the design

4.2.1 Hardwarke*Subsystem Reviews
n reviews are completed

(as appropriate):

Page 10 of 16
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Your Logo

Design Review Work Instruction
CAGE: xxxxx

oA

6.
7.
8.

4.2.2 Software Subsystem Reviews O
Software reviews should be held

4.2.3 Fabrication Pre-release Review (FPR)
Prior to release of a drawing package to th

O
&

ops for fabrication, an FPR

should assure that the drawing package:

The review s@ d address the following items:
1.
2.

)
C) Upon successful completion of the FPR and closure of action items, the package is
released and configuration control begins.

Page 11 of 16
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4.3 Other Reviews
Some programs require external reviews. These reviews

5.0 Design Review Packages @O

All design reviews require a review package. For all but the FPR, the age must

5.1 System Level Design Re\@w Data Package (BDR, PDR,
CDR)

System level review packages typically contain:
i Q7
N

1N

1N
i

1N
i

Page 12 of 16
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1 .

-
—
I

|

/

<//,

%,

5.2 Circuit Design Review Data Package 6

Circuit design review packages typically contain:

= ==

o~ o

1

ps

\Z

*

s

== = = =

%

||1| i I1II
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Your Logo Design Review W

5.3 Software Review Data Package
Software review packages typically contain:

ork Instruction
CAGE: xxxxx

5'!

6.0 Responsibilities @)

6.1 Program Manager v/

The program manager is responsij

@ Chief Engineer
he chief engineer is responsible for

Page 14 of 16
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6.3 Chief Scientist

Design Review Work Instruction

The chief scientist is responsible for

6.4 Presenter

The presenter is responsible for

CAGE: xxxxx

6.5 Reviewers
Independent reviewers should

The Chairperson

Page 15 of 16
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Design Review Work Instruction

6.7 Section, Group and Department Supervisors
Line supervisors are responsible for

Page 16 of 16

CAGE: xxxxx

YOUR COMPANY NAME

This document expires 30 days after printing unless marked "Released".
Date Printed:

Form Rev: Orig




Dimensional Analysis Record

Item Name:

Customer:

Drawing Number:

Inspector:
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Page of

EO NUMBER: DATE: RFS#:
CLASS | L\ GINEERING ORDER.
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EO NUMBER: 101 DATE: your date | RFS#: N/A

PERSON REQUESTING

CLASS .| YourN
ENGINEERING |~ = |Seinincosn oo
ENGINEERING ORDER:

ORDER

Page 1 of 1

REASON FOR CHANGE:

Create and release new quality management system based on ISO 9001:2015

DESIGN STAGES - ELEMENTS: (")

when applicable, define the task sequence, mandatory steps, significant stages, responsible person, design content, input data, planning constraints, performance conditions Q&;uired baselines
N/A Nedd
CUSTOMER / REGULATORY AUTHORITY’S SAFETY / FUNCTIONAL OBJECTIVESs

NA x“?

N/A D

DESCRIPTION OF CHANGE - DESCRIBE WAS AND IS CONDITIONGN, S

WAS: (list your existing quality management system) N
IS: Create and release the following list of QMS policies and procedures for compliancé/with ISO 9001:2015:

Configuration Management Procedure

Control of Documented Information Procedure ‘ ) M
Control of Nonconformities Procedure

Corrective Action Procedure V
Definitions and Abbreviations Procedure \/

Internal Auditing Procedure
Management Process Procedure

Production Procedure M @
Proposal Development and Contract Review Procedure \\\'

Purchasing Procedure
Quality Handbook

Receiving Procedure C)\
Responsibilities & Authorities Procedure @
Shipping Procedure

ISO 9001 Quality Systems Assessmen

Internal Auditor Training

QMS Introduction '}

Collect and revise all forms that afféct quality as defined by the QMS Audit Team. Display the title and form revision level on each form and if possible, display the

latest Company logo. Uplo@sed forms onto the applicable folder on a personal or Company PC.
&/

Training Procedure %
Create and release the following list :@MS pport documents:
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First Piece Inspection Report

Date: Supplier:
Part No: PO No:
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Inspector: Date:
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Your Address
Your Phone — Fax — Email

Your Company Name

Information Request

Date: Phone: .‘\Q )
Subject: Email: )
(\\)‘
Q2
—
22
N\

s

VV
* A6\
QO
* \'
c}
I
ON
Q
&
&
SR
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INSPECTION FORM

Part No:

Process: | | Final QC:

Part Name:

INn-Process:
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P
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Inspection Instructions

Siecial Instructions: Zero Defects
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INSPECTION RECORD

(Your Company Name)
Description of Your Inspection Process)

Drawing No:

Item Name:
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Internal Audit

(Your Company Name)

CAGE:

Rev: Orig

PLAN - STEP ONE: Audit Preparation & Planning

Process to Audit (Audit Scope):

Audit Date(s):

Lead Auditor:

)
/|

v
¢
I
%)
L ON
X
NS
S d
« A\o
\\
AN
\
R
O
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Internal Audit
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DO - STEP TWO: Compare Documentation vs. Requirements

CHECK - STEP THR
4,

ompare Actual Practice vs. Requirements

-

This document may not be disclosed or reproduced in whole or in part without prior written
permission from a representative of the Company with the authority to grant such permission.

Page 2 of 8




(Your Logo) Internal Audit

(Your Company Name) -
CAGE: Rev: Orig

Page 3 of 8

This document may not be disclosed or reproduced in whole or in part without prior written
permission from a representative of the Company with the authority to grant such permission.




(Your Logo)

Internal Audit
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ACT - STEP FOUR: Verify the Effectiveness of the Process

Vo
o

I

\

\

l

<

C)

2

|

N\
C‘){G
%)

& 2

O

€SS.

Provide brief details
positive traits of the pr.

X
Q&@?
O

areas that were found to be well-implemented, particularly effective or worth noting as

G
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STEP FIVE: Summarize Your Findings for Nonconformance System
NONCONFORMITIES 1.
z
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OPPORTUNITIES FOR IMPROVEMENT

the Lead Auditor.

@ Signature of Lead Auditor
Audit report re@ed and ready for submission:

O

.&\
Q* Date
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Your Company Name
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STEP SEVEN: Submit Audit Report to Appropriate Managers

The completed audit report must be submitted to the managers responsible for the areas audited, as well as any other

appropriate persons. 6@ :
N\

Audit report sent to: $

S
O
\
[] Manager [] Manager [] Manager 6
R\S

S

2

|:| Manager |:| Manager |:| Mana@

[ ] Other:

[ ] Quality Manager (for logging) [] Manager [] Manager

[ ] Manager [ ] Manager [ ] Manager
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Document \ .
Identifier: Na ‘G§Number, Unique ID
Date: (Yjuest Revision Date

Document \/ .
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Please complete each section - this form may used as the final report or used as a template to type and publish more
formal Management Review Meeting records. At all stages, management must consider proper, proactive measures

to take to imirove the Comiani and determine where it is necessary to apply corrective action. q

Date of Review: Recorded by: &\

8)
In Attendance: @
NAME TITLE
N

Absent: O -

NAME \}’ TITLE

[] Quality Policy reviewed and

[] Quality Policy n@ revision. Following changes recommended:

IGM’I 3: Status of MR System corrective actions. ||| G

Copyright © JnF Specialties, LLC. All rights reserved worldwide. www.quality-control-plan.com/copyright.htm
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ITEM 4: Review of resources needed to maintain and improve the effectiveness of the quality management system.

EQUIPMENT RESOURCES REQUIREMENTS 6@
W

\
ITEM 5: Review the effectiveness of curren %ning programs and the effectiveness of additional training for

designated individuals.
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ITEM 7: Review of quality objectives, data and goals. Review the current Quality Objectives as outlined in the Quality
Manual and modify goals accordingly.

Process

Management

Quality Objective Data Metric

Corrective
Action

Current
Standing

Internal
Auditing

<

Proposal
Development
and Contract
Review

&

©
N
D

P ¢

N

\\:&
R

?\

Purchasing

C).
N4

Receiving

N
<

*

ITEM 8: Discuss Customer feedback an laints not already discussed as

ITEM 9: Discuss the

L

auaty st or o

N

*
Copyright © J\Qge ialties, LLC. All rights reserved worldwide. www.quality-control-plan.com/copyright.htm
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ITEM 10: Note other recommendations for management to

ITEM 11. Note follow-up activities from prior Management Review issues. @O

ITEM 12. Set date for next Management Review: \Q

ITEM 13. NCR’s FILED AT THIS MEETING: v\\&
LineItem | Corrective? Nature of Issue - )

1

2

3

4

5

6

ITEM 14.

K

\\
ITE@%TEMS FOR FOLLOW-UP AT NEXT MEETING:
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Item Name: Description: ID S/B Spec#, Para# & IS Condition w/Quantity &Dimension Affected # Discrepant
Dwg/Spec: « .
e\
&

N
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Product Release Record

PRR#
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Contract#

PO#
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Date:
Attention:

Company:
Address: 6@

City, State:
ZipyCode: é‘$\

\
Subject: Customer/Government Property located at your facility &O

Dear (insert your appropriate name) 6

N\
Supplia%:ubcontractor Certification:
Ic e Customer/Government property listed above is physically controlled by our facility.

Signed: Date:
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Property Record

Contract Number:
Customer Name:
Property Description:
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PURCHASE ORDER

(Your Company Name)
Your Address
Your City, State, Zip
Phone
Fax

Date

Purchase Order #

Page:

If a Prime Contract # is entered hereon, this procurement is certified for National Defense use and

Supplier

Phone: Contact:

All iurchgsin requirements shall be flowed down to sub-tier suppliers or subcontractors. All applica

certificates to be sent with each shipment. |
-Q\."’ CH )
)

p &

{9@

Purchase Order Amount
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Terms and Conditions of Purchase
d.

1) WARRANTIES

2) CHANGES

9) SPECIAL PROVISIONS FOR U.S. GOVERNMENR WORK
¢

3) INFRINGEMENT INDEMNITY

4) DOCUMENT MARKING AND USE 10) INSOLVENCY -

11) FAIR RABOR STANDARDS ACT

5) PROPRIETARY INFORMATION, DUPLICATION AND DISCLOSURE

12) INSPECTION

13) VARIATION IN QUANTITY

14) DISPUTES
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MIL-I- | MIL-Q-| ISO

Quality System Elements 45208A | 9358A |9001:94 ISO 9001:2008 ISO 9001:2015
5.1,5.3,54.1,
Management Responsibility:| 3.1 1.3,3.1 4.1 55.1,55.2,5.6,
6.1,6.2.1,8.5.1
Quality System, Initial 4.1,4.2.1,
Quality Planning: L1 13,321 42 422,54.2,7.1

Contract Review:| 1.2 |3.2,14| 43 |52,72.1,722,7.23

Design Control:| N/A 4.1 4.4 7.2.1,7.3
Document and Data Control:| 3.2 4.1 4.5 4.2.3
Purchasing:| N/A 5 4.6 7.4.1,74.2,7.4.3 -
Control of Customer %<
Supplied Product: 36 72 4.7 7.5.4 . o,6
Product Identification and -
Traceability: N/A 6.1 4.8 7\%
P trol:| 3.4 6.2 4.9 6.3 7.5.1,7.5.2
rocess Contro \1 @
3.1,
Inspection and Testing:| 3.2.1, 6.1,6.2, 4.10 ‘\7\ 743,753, 8.1,
6.3 8.2.4
3.12 .
Control of Inspection, U
Measuring and Test| 3.3 4.2-4.5\\4.1 1 7.6
E ] t. /
quipment: _
Inspection and Test Status:| 3.5 (ﬁ? T o402 7.5.3
Control of Nonconforming N
Product 3{ NM65 | 413 8.3
Corrective Action: AQ)\J 1.3,3.5| 4.14 8.5.2,8.5.3
Handling, Storageq <’
Packaging, Preservation, é 3.6 6.4 4.15 7.5.1,75.5
Dglive
Control of QualityRevords:| 322 | 34 | 4.16 42.4
Internal Quality*Audits:] N/A | N/A | 4.17 8.2.2,8.2.3
(C)) Training:] N/A | N/A | 4.18 6.2.2
X, Servicing:| N/A 1.3 4.19 7.5.1
atistical Techniques:| N/A 6.6 4.20 8.1,82.3,8.24,84
$”
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(Date)

Quality Manager«AddressBlock»

Re: Supplier Performance Rating Report
Performance Reporting Dates:
P.O. #

Dear QC Manager:

We have developed a Supplier Report Card that indica
Performance. Enclosed is

\/
Sincerely, \/

Your Name fo\i\'

Your Company Name _(,
Your Address QQ}

Your City, State,

Phone <<
Fax

Email: @S(\

N

Q
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(Your Logo) Supplier Quality Requirements
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[ IPURPOSE and SCOPE

To establish the minimum requirements for supplier Quality Systems necessary to ensure that materials, parts,
components, and services meet the requirements of the Contract. Procedures used to implement the provisions of this
requirement shall be subject to Buyer approval upon request. 6

*

[ JAPPLICABILITY 6$

These requirements shall apply to all supplies and services when referenced on the Purchase Order and a@n ents
thereto.

When Buyer's Purchase Order includes Seller's Inspection System Level I, as a requirement, Selle contractual
commitment for an Inspection System shall be defined by all paragraphs of this specification. Buyer's Purchase
Order indicates Level II as a requirement then the Seller's contractual commitment for an In@ ion System shall be
defined only by those paragraphs of this specification which are checked-off.

[ IDEFINITIONS and ABBREVIATIONS \Q

A. The term 'Buyer' or 'Buyer' means Buyer. \,6

B. The term 'Seller' means the legal entity that is the contracting party Wi@QBuyer with respect to the Purchase Order.
C. 'TAW' means in accordance with. \\

D. 'MRB' means Material Review Board ?‘

[ ISELLER's QUALITY SYSTEM, GENERAL \/C)

The Seller shall maintain an effective Quality System plamned and developed in conjunction with his other functions to

comply with contractual requirements.

|:|NEGOTIATIONS QQ

It is not the intent o ecification to restrict the Seller in his mode of operation; therefore,

LIP IETARY INFORMATION
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The absence of such written identification is

[ JPROCESS CONTROL N

The Seller shall provide for complete review of contract requirements at the earliest practical phase of ¢
erformance to make

Work instructions for all work affecting quality shall

Such instructions shall

The Seller shall develop an Inspection/Test Plan

Buyer contracts and resultant facility planning by Seller shall be rejiewed by the Seller's Quality Control Department
prior to release for production and/or pre-production to assuge that all Buyer quality requirements are reflected in
production and inspection procedures. \/

All Purchase Orders that apply to Buyer contracts gener. by Seller shall

0\
When approval or certification of special pr %é'es, operating personnel, special equipment, or procedures is required b

Formal Failure Ana@ and Corrective Action shall be required.

A Sellr Failurg e Board s reqired an

rocess, material, or procedure from that used to qualify Seller's product without

When the Purchase Order requires Buyer acceptance of a 1st Article, the first part fabricated to the specified Buyer
configuration shall

Page 4 of 7
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[ JSUBCONTRACTOR CONTROL x9
The Seller shall be responsible for

[ IDRAWING and CHANGE CONTROL C)

The Seller shall have a procedure and designate a res i\e/department for

[ IRECEIVING INSPECTIO&JQQ

The Seller shall inspect incomin

aterial to

)
GsTock conTRoL

The Seller shall provide for protection and control of supplies and materials stored for use in deliverable Buyer products.

Control shall

Page 5 of 7
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Procedures for the handling of nonconforming material shall

Buyer furnished material shall

\6
[ ISAMPLING INSPECTION

Acceptance sampling procedures, if other than ANSI Z 1.4, must have Buyer approval prior to us &&mg to permit
defects is not allowed. %

[ ]TOOL, GAGE, and TEST EQUIPMENT

The Seller shall be responsible for providing and ascertaining the accuracy and stabﬂ@% tools, gages, and test
equipment to assure supplies conform to contractual requirements.

A written procedure, compliant to ISO 10012, shall

[ JMATERIAL CONTROL O

Nonconforming material shall

Seller mai not repair

The Seller shall maintain traceabilit

The Seller shall maintain confrols 46 assure accomplishment of preservation, packaging and shipping requirements of the
contract.

)

When produs eturned by Buyer to the Seller because of failure to comply with Purchase Order requirements, the

Seller shall
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[ ITECHNICAL REQUIREMENTS

Unless otherwise sieciﬁed, Buier is resionsible for comﬁliance to —
*
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A%

\Q%l‘l{r Spe];iit"lc.a;tion
QO our Details

ey
Z Your Date
R

&

Training Supem@o’r Quality Manager

S
o@&\
@)



% @ 1\&?} ‘

SN |

|
YOUR PRODUCTION é&“ﬁiﬂ&
(" TRAINING CERTIFICATE )

Awarded to

—~

Your Employe@i\)ﬁl ame
< For successf ._m?p;ation of )
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\\\Q
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QMS Procedure Training Matrix for Your Company

Name @ l
| |
B. eQMS X | X | x| x X | X X A X
Br. eQMS X [ x [ x| X X [ X X X X
C.eQMS | X | X | x | x [ x [ x [ x [ x| x| x| x| x| x ][ x| x| x]|X
Ch. eQMS X X X | X X | \Y x | x X
Chr. eQMS X X X | X XN x| X X
D. eQMS X X X | X LAY X | X X
Da.eQMS | X [ X [ X [ x | x [ X [ x [ x [ X [ X[ x [ x@eX]| x| x| x| x| X
Dav. eQMS X X N\ X X X
E. eQMS X X X & | x| x X X
F.eOMS | X [ X [ X | x | x [ xX [ x| x| x [ x[X¥Wx | x [ x| x| x| x][x
J. eQMS X | X X X XN X [ X [ x [ x [ x| x| X
Je. eQMS X | x [ x [ x| x X [NMX | x | x X [ x [ x| X
Jef.eQMS | X [ X | X | X | x [ X | X | X | X X [ X [ X | x| x| x [ x]|X
Jo. eQMS X X X Y X X X | x X
K. eQMS X | x [ X XA % [ X X X X
L. eQMS X X \ X X X
P. eQMS X X 4 X X X
R. eQMS X X v X X X
Ri. eQMS X X | x [ x L&Y X | X X | x [ X X | x [ X
S. eQMS X Ag{\*() X X X
Sh. eQMS X X X | X X X | x X
St. eQMS X | x | x | XNOX X | x| x| x| X X | x X
Su.eQMS | X | X [ x [ x |AV] X X | X X | x [ x| x| x| x[X
T. eQMS X | X | XA | X X [ x [ x| x| x X | x [ x| X
W.eQMS | X | X [ X [OQ% X | X | x | x [ x | x [ x [ x| x| x| x| x| x| x
Y. eQMS 1 X X X | X X X | X X
Yo. eQMS ~&] X X X | X X X | x X
Z. eQMS x"d\' X | x | x X X X X X
X = Applic QMS Procedure record of orientation training for each Employee.
The Co ’R must produce a record of orientation for all employees affected by
indivi QMS procedures to achieve QMS pedigree.

@9— Optional Multi-Purpose Form:

Change title of form to "Work Instruction Training Matrix" and change column headings
to applicable title of job-related work instruction to establish a record of orientation for
each Employee's work-related activity.
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Date: \ , Your Date
Document «
Stat é@ Released
@
Q@
Abstract:
This document des&s&s the C=0 sampling plan.
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1.0 Scope

The Zero Acceptance Number plan developed by Nicholas L. Squeglia, available at AS 05
ISBN 0-87389-305-0, was originally designed and used to provide equal or greater Co er
protection with less inspection than the corresponding MIL-STD-105 sampling plan. ition
to the economic advantages, the plan is

2.0 Theory Q

The basic objective of sampling is often overlook hy sample? Sampling is employed to
provide a degree of quality protection against acéepting nonconforming material. If 100%
inspection was 100% efficient then the only s to assure 100% good material is to inspect
everything 100%. It is impractical (in m%\ﬁses) to perform 100% inspection; therefore, a
sampling plan that economically provides a reasonable amount of protection is desirable to
assure 100% quality. This C=0 rovides

K

3.0 AIternate§mpling Plans

Continuous S ng
This plan 1

Lot-by-Lot Attribute Inspection
This plan is used when

PROPRIETARY INFORMATION This document expires 30 days after printing unless mafked Released". Form Rev: Orig
Date Printed: -
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Lot-by-Lot Variables Inspection

This plan 1s used when

4.0 Relationship of C=0 to MIL-STD-105
The MIL-STD-105 samplin '

The C=0 plan is used when:

5.0 C=0 Sam

Use MIL-STD
characteristics a

NSI Z 1.4 to establish an A.Q.L., which is normall
4.0 for minor characteristics. Using Table I,

1.0 for critical

PROPRIETARY INFORMATION This document expires 30 days after printing unless mafked Released". Form Rev: Orig
Date Printed: -
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Table |
C=0 Sampling Plan - Associated A.Q.L.’s
\ *
Lot ]0.010 [ 0.015 ] 0.025 | 0.040 ] 0.065 | 0.10 | 0.15 [ 0.25]0.40 [ 0.65]| 1.0 | 1.5]2.5 [ 4.0 | 6.519.0
Size Sample Size N N
-I |
I
[ _
I
I _
I _|

EEEEEEEE——-—

e ccacontetn
T

* entire lot must be inspected

Acceptance number is zero (0) in all cases

R
&

O ——
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